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VAST AMOUNT OF GENOMIC DATA IS PRODUCED

Kovalevskaya NV, Whicher C, Richardson TD, Smith C, Grajciarova J, et al. (2016) DNAdigest and Repositive: Connecting the World 
of Genomic Data. PLOS Biology 14(3): e1002418. https://doi.org/10.1371/journal.pbio.1002418

The Database of 
Genotypes and 
Phenotypes (dbGaP)  
started to operate from 
2007

簡報者
簡報註解
Planning for the Database of Genotypes and Phenotypes  (dbGaP) began in 2006 and the database received its first request for data in mid-2007



DIFFICULTIES

FRAGMENTED
Poor visibility of available 

genomic data

ADMIN BURDEN
Huge overhead to manage 

data access

CULTURE OF SHARING

Lack of data sharing habits in 
research culture

Fiona Nielsen: Human Genomic Data Discoverability, 
Data Dialogue, Cambridge – July 28th 2016

簡報者
簡報註解
Data is fragmented in unconnected silos – makes it very difficult to discover data

Tracking data and working with data access requests is a time-consuming and bureaucratic exercise

Difficult to build a user community without best practices and tools/platforms where users can share their data experience / findings








• BBMRI (Biobanking and Biomolecular Resources Research 
Infrastructure) 於2011年1月籌備階段終止前，已發展成一擁有
54個成員（member）所共同參與的大型人體生物資料庫聯盟
(consortium)，由分別來自30多個國家，共超過225所人體生物
資料庫及生物資源相關機構所共同組成，並建立了互動式的生物
資料庫目錄（interactive catalogue of associated biobanks)。

• 歐盟研究基礎設施聯盟（European Research Infrastructure 
Consortium，ERIC）則意指為促進歐洲研究基礎設施設置而成
立的聯盟，其主要任務是整合歐洲境內以非營利為目的之研究基
礎設施。

BBMRI-ERIC



• 以協助資料庫標準化（standardisation）與資源共享作為其主要
目的。

• BBMRI籌備階段終止時，共計14個會員國簽署了參與BBMRI-
ERIC的合作備忘錄（Memorandum of Understanding），該備
忘錄包含BBMRI憲章（BBMRI Chapter）及相關規範，以及聯盟
對於歐盟執委會的各項正式請求。

• BBMRI-ERIC於2012年8月向歐盟執委會提出申請，並於 2013
年11月正式以歐洲生物資料庫聯盟的方式展開運作。

BBMRI-ERIC (II)



• 然而，BBMRI-ERIC 本身並不負責受理檢體及資訊近用之申請，
判斷是否同意資料釋出之審核仍由各個合作之人體生物資料庫負
責。

• 研究者在BBMRI-ERIC提供之目錄平台搜索到所需檢體或資料後，
對於審核是否核准近用檢體及資訊的權限仍為各合作人體生物資
料庫所有。

• 易言之，BBMRI-ERIC是以單一平台服務提供者(Single Service 
Provider)的角色整合各個參與之生物資料庫，藉由統一檢體目錄
使申請者可以經由此一中心化平台更容易地找到研究所需的檢體
和資訊。

BBMRI-ERIC 整合模式







我國生物資料庫設置相關法規

人體生物資料庫管理條例 (2010)

人體生物資料庫設置許可管理辦法

人體生物資料庫資訊安全規範

人體生物資料庫商業運用利益回饋辦法













個資法:敏感性個資之蒐集處理或利用(§6但)
法律明文規定。

公務機關執行法定職務或非公務機關履行法定義務必要範圍內，且事前或
事後有適當安全維護措施。

當事人自行公開或其他已合法公開之個人資料。

公務機關或學術研究機構基於醫療、衛生或犯罪預防之目的，為統計或學術
研究而有必要，且資料經過提供者處理後或經蒐集者依其揭露方式無從識別特
定之當事人。

為協助公務機關執行法定職務或非公務機關履行法定義務必要範圍內，且事
前或事後有適當安全維護措施。

經當事人書面同意。但逾越特定目的之必要範圍或其他法律另有限制不得僅
依當事人書面同意蒐集、處理或利用，或其同意違反其意願者，不在此限。



Definition of Scientific Research Purpose
(科學研究目的之定義)

Defining scientific research is crucial because of the research exceptions 
Scientific research:

-interpreted in a broad manner (寬鬆解釋)
-including privately funded research (私人贊助研究), and

- studies conducted in the public interest (公共利益)
in the area of public health (公共衛生)

(Recital 159)

Proposal (Recital 126):
-`broad manner’, and

- studies for public health were missing

簡報者
簡報註解
GDPR Recital (159) For the purposes of this Regulation, the processing of personal data for scientific research purposes should be interpreted in a broad manner including for example technological development and demonstration, fundamental research, applied research and privately funded research. In addition, it should take into account the Union's objective under Article 179(1) TFEU of achieving a European Research Area. Scientific research purposes should also include studies conducted in the public interest in the area of public health. To meet the specificities of processing personal data for scientific research purposes, specific conditions should apply in particular as regards the publication or otherwise disclosure of personal data in the context of scientific research purposes. If the result of scientific research in particular in the health context gives reason for further measures in the interest of the data subject, the general rules of this Regulation should apply in view of those measures. 

PROPOSAL Recital (126) Scientific research for the purposes of this Regulation should include fundamental research, applied research, and privately funded research and in addition should take into account the Union's objective under Article 179(1) of the Treaty on the Functioning of the European Union of achieving a European Research Area.



NIH Data Submission and Access

NIH’s Genomic Data Sharing Policy Overview
https://osp.od.nih.gov/scientific-sharing/genomic-data-

sharing/

https://osp.od.nih.gov/scientific-sharing/genomic-data-sharing/


Repositories for Human Genomic Data

• Unrestricted-access: data are accessible to anyone via
public website (previously referred to as “open access”)
▫ e.g., 1000 Genomes project

• Controlled-access: data are available to an investigator for a specific
project only if certain stipulations are met
▫ e.g., dbGaP, Cancer Genomics Hub

NIH’s Genomic Data Sharing Policy Overview
https://osp.od.nih.gov/scientific-sharing/genomic-data-

sharing/

https://osp.od.nih.gov/scientific-sharing/genomic-data-sharing/


WHAT TO DO NEXT?
 Central EGC

- 主(NHRI)/副審

- 簡審可能性?

 Data Access Committee

- Data Sharing Policies: Cross-border multi-center collaboration 

- Unrestricted Access/ Controlled Access

- Token system (priority setting)? 

 ELSI 2.0 

- public engagement





Best practices

MAKE DATA 
DISCOVERABLE

SIMPLIFY 
WORKFLOWS

CONTRIBUTE TO
COMMUNITY

Fiona Nielsen: Human Genomic Data Discoverability, 
Data Dialogue, Cambridge – July 28th 2016

FAIR data: Findable, Accessible, Interoperable, Reusable 

簡報者
簡報註解
FAIR data: https://www.force11.org/group/fairgroup/fairprinciples 



Thank you for your attention!
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